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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Oxktpena, 0,1 mr/mu, pacTBOp 1 UHOY3HUHA U TOJKOKHOTO BBEICHUS.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JleficTByro1I€€E BEIIECTBO: OKTPEOTHI.

Kaxnprit Mt pactBopa coaepxut 0,1 Mr okTpeoTnza (B BUIE OKTPEOTH 1A AleTaTa).

Kaxxnas ammyna cogepxut 0,1 Mr oktpeotuia (B BUIe OKTPEOTH A alleTaTa).

BcnomoraTenbHble BelecTBa, HAaJIMYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpui (cM. pazzaen 4.4.)

[TonHbIif epedeHb BCIOMOTaTeIbHBIX BEIIECTB MIPUBEACH B pazzene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop st nH(Y3HIA U TOJKOKHOTO BBEJICHUSI.
[Tpo3paunblii, OECIIBETHBIN pacTBOP.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHusl K IPUMEHEHHUIO
[Tpenapat OkTpena Moka3aH K IPUMEHEHHUIO Yy B3POCIBIX B BO3pacTe OT 18 JIeT mpu Ciieayronmx
3a00J1€BaHUAX:
* Akpomeranus
- JUId KOHTPOJS OCHOBHBIX MNPOSBICHUNA 3a00J€BaHUS M YMEHbBILIEHHUS KOHILIEHTpPAILUH
ropmoHa pocta (I'P) u uncynunononobnoro ¢akropa pocra-1 (M®P-1) B miiazmMe KpoBH
IpU OTCYTCTBUHU JIOCTATOYHOTO 3(dekra OoT XUPYPrU4ecKOro JIeUeHUs MM JIy4eBOM
TEpanuy, a TAKXKe JIeUeHHe MallMeHTOB C aKpOMETaTUeH MpU HAJTMYKUU MPOTUBOIIOKA3aHUH
K OTIEPaTHBHOMY JICYCHUIO, HJTH ITPH OTKa3e OT TaKOBOTO;
- JIeYeHHE B MEPHO/I TIOCIIC JIy9EeBOH TEPaITUH JI0 Pa3BUTHS €€ MOJHOTO dPdeKTa.
e Cekperupylouiye 5>HIOKPUHHBIE ONMyXouu kenyaodHo-kumeyHoro Ttpakta (OKKT) u
TIOJDKEITYIOYHOH JKeJe3bl — ISl KOHTPOJISI CHMITTOMOB:
- KapIUHOUJHBIE OIyXOJIU C HATUYHEM KapIIMHOMIHOTO CHHJIPOMa,
- OMyXOJIeH, XapaKTepU3YIOUIUXCsS THIEPIPOAYKIMEH Ba30aKTHUBHOTO HMHTECTHHAIBHOTO
nentuaa (BUIllomsr);
- IJIIOKaroHOMBI;
- TacTPUHOMBI/CUHAPOM 30JUIMHrepa-DIUIMCOHAa — Kak MpaBUIO, B KOMOMHAIMU C
MHTUOUTOpaMH IPOTOHHOW NMOMITBI U O10KaTopamMu Hz-rucTaMUHOBBIX PELENTOPOB;
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- MHCYJIMHOMBI (11 KOHTPOJISl TUTIOTJIMKEMUH B nﬂé}fa&eggﬂﬁgﬁﬁoﬁ%ﬁb—ﬁe]_ TTaKKe s

NOJIEPKUBAIOLLEN Tepanun);
- COMAaTONUOEPHHOMBI (OMYyXOJIH, XapaKTePHU3YIOUIHECS TUIMEPIPOAYKINEH PHIU3UHT-
daxTopa I'P).
[Ipenapar OkTpena He ABJIAETCS MPOTUBOOIYXOJEBBIM IIPENapaToM U €ro MPUMEHEHHE HE
MOJKET MPUBECTU K U3JICUCHUIO TAHHOM KaTeropuu MalueHTOB.

* Kourpons cumnromMoB pedpakTepHOl auaped, AacCOIMUPOBAHHOW C  CHUHIPOMOM
npuobpereHHoro ummyHonedurura (CITU).

* IIpodrrakTrka OCIOXKHEHUHN TTOCIIE ONEpaIii Ha TOKETYIOYHOM Keese.

* OcTaHOBKa KpOBOTEYCHHS W TNPOPUIAKTHKA PEIUIUBOB KPOBOTCUEHHS W3 BAPHKO3HO
pacUIMpeHHBIX BEH MHUILEBO/IA U JKEIYIKa y TAIIMEHTOB C IIUPPO30M MEYEHU B KOMOMHAIINU CO
CHEU(PUICCKUMH  JICYCOHBIMA  MEPONPHUATHSIMH,  HAIpUMEp,  SHIOCKOIUYCCKOM
CKJIEpO3UPYIOLIEH TEepaIUei.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHUSI
Pexum 1o3upoBanus

Axpomezanus

[Tpu akpomerainu nepBoHadaiabHO npemnapar BBoAT 1o 0,05-0,1 Mr noaxoXHO ¢ UHTEpBaIaMU
8 mimm 12 yacos. JlaybHeWmass KOppEeKIHs 03bI JODKHA ObITh OCHOBAaHA Ha E€XKEMECSYHBIX
onpenenenusix koHnentpauuu I'P u UOP-1 B kpoBu (ueneBas koHnentpauus: ['P < 2,5 ar/m;
NO®P-1 B mnpepenax HOPMaJbHBIX 3HAUEHUH), aHaIM3€ KIMHUYECKUX CHUMITOMOB U
[NEpPEHOCUMOCTH Ipenapara. Y OOJBIIMHCTBA MALMEHTOB ONTHUMajbHAas CyTOYHas 1032
cocrainser 0,2-0,3 mr. He cnegyer mnpeBbllIaTh MaKCUMAJIBHYIO J03Y, COCTaBIISIOLLYIO
1,5 mr/cyT. Y manuenTtos, nosydaromux npenapaT OKTpeaa B CTaOMIIBHON J103€, oNpeaeieHue
koHueHTpauun U®OP-1 w/unu I'P ciaenyer npoBoauth kaxasle 6 mecsaueB. Ecinu nmocie ogHOro
Mecsia JiedeHHs npemapatoM  OkTpena HE  OTMEYaeTcss JIOCTaTOYHOIO  YMEHbBIIEHUS
koHUeHTpauuu UOP-1 w/wnu I'P u ynyumenus: KIMHUYECKOW KapTUHBI 3a00JI€eBaHUs, TEPAIUIO
clenyeT IPeKpaTUTh.

Auooxpunnwvle onyxonu KKT u nodacenyoounoti sncenesvi

ITpu snnokpunHbIX omyxoisax JKKT u momkenynounoit xenessl npenapar BBOAAT MOJIKOKHO B
HavanbHOM 1no03e 0,05 mr 1-2 pasza/cyr. B panbHelimeM B 3aBUCMMOCTH OT JIOCTUTHYTOI'O
KJIMHUYECKOro 3¢ (deKTa, BIUIHUSA HAa KOHIIEHTPALMIO TOPMOHOB, NMPOIYLUPYEMbIX OIYXOJbio (B
Cllydae KapLUMHOMJHBIX OIIYXOJI€e — BIIMAHHA Ha BBIAEICHUE S5-TMIPOKCHUMHJIOIYKCYCHON
KHCJIOTHI C MOUYOM) M IEPEHOCUMOCTH, /103y Ipernapara MOXHO MOCTENEHHO yBeTU4UTh 10 0,2 Mr
3 paza/cyT. B HCKIIOUHTENBHBIX CIy4asXx MOTYyT MOTpeOoBaThcsi 0Oojiee BBICOKHE JIO3BI.
[TognepxuBaronIyto 103y Mpemapara cieayeT moa0upaTh WHIUBUTY ATHHO.

[Tpu KapIMHOUIHBIX OMYyXOJSAX B CiIy4ae, eciiu Tepanus npernapatoM OKTpena B MaKCUMaIbHON
NEePEeHOCUMOH Jj03€ B TeueHue | Henenu He Oblia 3 (PEeKTUBHOMN, TeueHne cleayeT NPeKpaTHTh.
Pegpaxmepnas ouapes, accoyuuposanuas co CITHJ]

[Tpu pedpakrepnoii auapee, accouumupoBanHoi co CIIM/I, mpemapar BBOJISAT MOJIKOXXHO B
HavanbHOM no3e mo 0,1 mr 3 pasa/cytr. Ecnm mocne onHOW HeAenu JIeYeHHs HE OTMEYaeTcs
KJIIMHUYECKOI0 YJIy4IIEHUs, 103y Mpenapara CilelyeT YBEIMYUTb WHAWBUAYAJIbHO, BIUIOTH J10
0,25 mr 3 pasa/cyt. Koppekiuio 10361 TPOBOJAT C yUY€TOM AMHAMUKH CTyJIa U TIEPEHOCUMOCTH
mpernapara.
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YIIYUIICHUS] HE HACTYIAET, TEPAIUIO CIEAYET MPEKPATUTh.
Ipogpunraxmuxa ocnodicrhenuil nocie onepayuil Ha NOOXNCerLYO0UHOU Jiceese

Jist mpopUIaKTHKH OCIIOKHEHHH TIOCIIE ONepaluii Ha MOPKETYA0YHOM Kele3e mpenapar BBOAAT
noIKoXxHO B 703¢ 0,1 Mr 3 pasa/cyT Ha POTSHKEHHUH 7 TIOCIEIOBATEIIbHBIX JHEH, HAUUHAS CO JTHS
onepanu (1o KpalHel Mepe, 3a 1 yac 10 JanapoToMuu).

Kposomeuenue uz apuxo3no pacuiupeHuvix 6eH nuueeo0a u xieenyoka

[Tpu KpOBOTEUEHUU U3 BAPUKO3HO PACHIMPEHHBIX BEH MUILEBO/A U JKETyKa Mpenapar BBOJAT B
no3e 0,025 Mr/4 myTem HENpephIBHOW BHYTpUBEHHOW MH(]Y3uu B TedeHue S5 muei. [Ipemapar
OkTpena MOKHO pa3BoaAuTh B 0,9% pacTBope HaTpus XJiopua. Y MalueHTOB ¢ [IUPPO30M MEUECHU
C KPOBOTEYECHHEM U3 BapPUKO3HO PACHIMPEHHBIX BEH MHUIIEBOJAA ObUIA OTMEYEHA XOpoIas
MEPEHOCUMOCTh TEparu| TpenaparoM, B tedenne 5 mueit 10 0,050 Mr/4 B BHIIe HENPEPHIBHOU
BHYTPHBEHHOU nHQY3uH (cM. pazaen 4.9).

Oco0bIe I'pYHIIBI NAIIMCHTOB

Tayuenmsi noscunozo 6ospacma (> 65 1em)

B HacTosiee BpeMsi HeT JaHHBIX O CHUYKEHUHU NIEPEHOCUMOCTH Tepanuu npenaparom OKTpena y
JIUI] TTIOKUJIOTO BO3PacTa U HEOOXOAUMOCTH KOPPEKIIMH PEXUMA JJO3UPOBAHUS.

THayuenmoi ¢ HapywieHuem yHKYuU neveHu

[Tockonpky mMeroTcsi JaHHble 00 yBenMueHUM nepuona nosysbiBeneHus (Ti2) okrpeoruaa y
IALEHTOB C HUPPO30M IIEYEHHU, PEKOMEHIYETCSI KOPPEKLUS MTOAECPKUBAIOIIEH T03bI Iperapara
y MalMEeHTOB C HapyllIeHHeM (PYHKIIUU MIEYEHH.

Tayuenmoi ¢ HapyweHuem QyHKyuy novex

VY nanueHToB ¢ HapylIeHueM (PyHKIUH TOYeK KOPPEKIM J03bI OKTPEOTH Ia HE TpedyeTcs.

€TH
OneIT NpUMEHEHUS OKTPEOTHAa y JeTel M IMOAPOCTKOB B Bo3pacTe 1o 18 jer orpaHuyeH.
bezonacHocTh 1 3G (HEeKTUBHOCTH Y I€TEH U MOPOCTKOB B BO3pacTe /10 18 neT Ha JaHHBII MOMEHT
HE YCTaHOBJICHBI.

Crooco0 rmpuMeHeHus
[Tox0XHO, BHYTPUBEHHO WH(Y3HOHHO.

TlookooicHoe sgedeHue

[lepen caMocCTOSITENIBHBIM MPOBEICHUEM MOJKOXKHBIX UHBEKIUH npenapara OKTpena Bpauy Uiu
MEJTUIIMHCKOW CecTpe cleAyeT OOydYWTh MAlMeHTa MPaBWJIBHOW TEXHWKE MPOBEICHUS JTaHHOU
MaHUITYJISIUH.

C uenpl0 yMeHBIIEHUsS OOJM B MECT€ HHBEKIIMU CIIEIyeT BBOJUTH PAcTBOP KOMHATHOM
TeMriepaTypbl. He ciieryeT BBOuTh penapar B OJTHO U TO KE MECTO C KOPOTKUMH TIPOMEKYTKaMU
BpeMEHU. AMIMyYJbl CJEAyeT OTKpPbIBaThb HEMOCPEJACTBEHHO II€pe] BBEACHUEM Iperaparta;
HEHUCII0Ib30BaHHbBIN PACTBOP CIENYET YTUIU3UPOBATD.

Brympusennoe 6sedenue

[IpuroroBneHHblii pactBOop npemnapara OKTpena ciaeayeT BBOJWTH BHYTPHMBEHHO KarlelbHO.
NHpy3uto MOBTOPSIOT C HEOOXOIMMOW YacTOTOH B COOTBETCTBHM C PEKOMEHIIOBAaHHOMN
JUTUTETHHOCTBIO JICUECHUS.
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HUM, a TaK)K€ MHCTPYKIIUS IO MIPUTOTOBIICHHUIO JICKAPCTBEHHOTO Mperapara nepe; IpuMeHEeHuEM
cM. B pazzene 6.6.

4.3. [IlpoTuBONOKA3aHNUS
['unepuyBCTBUTENBHOCT, K OKTPEOTHIy WJIM K JI0OOMY M3 BCIIOMOTaTelIbHBIX BEIECTB,
MepEUYUCIICHHBIX B pasjene 6.1.

4.4. OcoOble yka3aHUus U MepPbI NPETOCTOPOKHOCTH NIPH MPUMEHEHHU U

[Ipenapar cnegyer NpuMEHSITh C OCTOPOKHOCTBIO MPH:

*  XOJIEIUTHA3E,

* caxapHOM JauabeTe,

* OJIHOBPEMEHHOM IIPUMEHEHUU C TMpernapaTaMd C Y3KUM TEpPaneBTUYECKUM HHIACKCOM,
MeTabonIM3M KOTOPBIX ocymiecTBisieTcss ¢ ydactueM uzopepmenta CYP3A4 (mampumep,
XUHUIUH, TeppeHaanH).

O6H_II/IG PEKOMCHAAILIN

[Ipu omyxomsx rumo¢usa, cekperupyromux [P, HeoOXxomumo TmiarenpbHOe HaOIIOACHUE 32
MalUEHTaMHM, TOJIYYaOIIMMU OKTPEOTHU, TaK KaK BO3MOKHO YBEJIMYEHHUE PA3MEPOB OMYXOJEH C
pPa3BUTHEM TAKUX CEPHE3HBIX OCI0KHEHUM, KaK Cy>KEHUE TToJIeH 3peHus. B aTux ciydasx cieayer
paccMOTpeTh HEOOXOUMOCTh IPUMEHEHHS IPYTUX METOJIOB JICUCHHSI.

[Tockonbky ymeHbllieHue KoHUeHTpauuu ['P u Hopmanuzanus konuentpanuun UOP-1 na ¢goue
Tepanuu OKTPEOTHUIOM MOKET MPUBOJAUTH K BOCCTAHOBJICHHIO CITIOCOOHOCTH K ACTOPOKACHUIO Y
JKEHILMH C aKpOMETrajiueW, Ipyu MPUMEHEHUM Ipernapara MalueHTKaM JETOPOJHOIO BO3pacTa
CleyeT MPUMEHSITh HaJIe)KHbIE CITIOCOOBI KOHTPALICTIIINH.

[Ipy npuMeHEHUH OKTPEOTHAa B TEUEHHE JIUTEIHHOTO IMepHoJa BPEMEHM HEOOXOAUMO
KOHTPOJIUPOBAThH (DYHKIIMIO IIIUTOBUIHOMN KEJE3BI.

Hapymenus co CTOpOHBI CEPICIHO-COCYAUCTON CHCTEMBI

[Tpu npuMEeHEHNH OKTPEOTUAa OTMEYATIUCH CIIydyau pa3BUTHS OpaaukapIuu (rpajaus «4acTo).
B03M0OXHO BO3HMKHOBEHHE HEOOXOAMMOCTH YMEHBIIEHHUS J103bl OeTa-aJpeH00I0KaTOpOB,
0JI0KaTOpPOB «MEIJICHHBIX» KaJbI[MEBBIX KAHAJIOB WU IpEnapaToB, BIUSIOMIMX Ha BOJHO-
AIIEKTPOJIUTHBIN OanaHc.

Hapvyiuenne nuranus

vy HEKOTOPBIX MAUCHTOB OKTPCOTHI MOXKET U3BMCHATH a6cop6umo JKUPOB B KUIICYHUKE.

Ha CbOHe IMPUMEHCHUA OKTPCOTHJA OTMCYAIIOCh YMCHBIUICHUC KOHICHTPAIlMKW BUTaMHHA B]z u
OTKJIOHEHHE MoKa3aTeseil Tecta BcachlBaHus kKobanamuHa (tect [InnnuHra) o HOpMBI.

[lpy mpuMeHEeHMM OKTpeoTHJa Yy NalMeHTOB ¢ JepuuuToM BHUTaMHMHA Bz B aHamHese
PEKOMEHIYETCSI KOHTPOJIUPOBATh €r0 KOHIIEHTPALMIO.

Hapyienus co CTOpOHbBI IEUYEHH U JKETYEBBIBOISAIINX IIYTEH

Ha ¢one npuMeHeHust OKTpeOTHAa YaCTO OTMEYAI0Ch BOSHUKHOBEHHE KaMHEH JKEeTYHOT 0 My3bIps,
COTPOBOKAAIOIIETOCS PA3BUTUEM XOJEIUCTUTA U PACIIUPEHHEM KETYEBBIBOISIINX MPOTOKOB.
[Io naHHBIM MOCTPErHMCTPALMOHHBIX HCCIEIOBAaHUN TaKKe OTMEYaJUCh Cllydad pPa3BUTHUS

4
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OCJIOKHEHUSI B BHJIE XOJIAHTUTA. BceM TmalueHTaMm 'QJTG)I\;‘I ngbBEEEEH VITLTPa3BYKOBOE

MCCJIEIOBAHME KEIYHOTO MY3bIps MEpe]l HauajaoM JICUCHHUS, a Takke Kaxiable 6—12 mecsien
NpUMEHEeHUs OKTpeotuna. [Ipu HanmuumM KaMHEH >KEIYHOro My3bIps [0 Haudajga Teparuu
[pernapaToM, BO3MOXKHOCTb IPOBEACHUSI TEPaAIluU CIEAYET OLCHUBATh MHANBUAYAIbHO UCXOIS U3
OTHONICHUSI BOBMOKHOI'O PHCKa K MOTEHIMAIbHOI 1M0b3e Tepanuu npenapatoM. Het nanueix o0
YXYALIEHUU TEUEHUS CYUIECTBYIOIIEH KeTYHOKAMEHHOM 00JIe3HH MTPU IPUMEHEHUH OKTPEOTHIA.
Pexomenoayuu npu obpazosanuu Kammet HceauHo20 Ny3uips Npu NPUMeHeHUY OKmpeomuoa

a) beccuMnToMHBIE KAMHHU KEITYHOTO ITy3bIps

[Ipomomkenne Tepanuu MpenapaToM € TMOBTOPHON OIEHKOW COOTHOIIEHMs Nojb3a/puck. He
TpeOyeTcst KaKuX-JI100 JIe4eOHBIX BMEIIATENbCTB; HAOII0AeHNE PEKOMEH0BAHO POI0JIKHTb.

0) Kamuu »xemyHoro my3pips ¢ KIMHUYECKONH CUMIITOMATHKOM

B 3aBHCHMOCTH OT COOTHOILIEHUS MOJIb3a/PUCK CIAEAYET MPEKPATUTH WM MPOJOJDKUTH TEPATHIO
npernapatoM. JledeHwe manueHTa € KaMHSAMU JKETYHOTO IMY3BIPS, COMPOBOXKIAIOLIIUMUCS
KIIMHUYECKOW CUMITOMATUKOM, TOJKHO COOTBETCTBOBATH MPHHITHIM CTaHAApTaM TEparuu.
MenukaMeHTO3HOE JIeueHUE BKIIOYAeT MPUMEHEHNEe KOMOWHAIIUI TIPenapaToB KEITYHbIX KUCIOT
(HarpuMmep, XEHOJIE30KCHUXOJIeBasi KUCIOTa B COYETAHUU C YPCOJIE30KCHXOJIEBOM KHCIOTOM B
COOTBETCTBYIOIIUX /1033X) C YJIbTPa3ByKOBBIM KOHTPOJIEM JI0 ITOJIHOI'O MCUE3HOBEHHUS KAMHEH.

Dunokpuunble ormyxoau JKKT

B penxux ciyyasx y manMeHTOB ¢ 3HIOKpUHHbIMH omyxoismu JKKT Bo3MokHO BHe3amHoe
npekpaieHrue 3G(GEeKTUBHOIO KOHTPOJS CHMIITOMOB MPU JICYEHUU OKTPEOTUIIOM C OBICTPBIM
BO3HUKHOBEHHEM PELIUIUBA U PA3BUTHEM TSKEJION CUMIITOMATHKH.

MeTaboan3M TIIOKO36I

B cBs3u ¢ uHrmOupymoomuM BIUsSHUEM Mpenapata Ha [P, rirokaroH M MHCYJIMH BO3MOXHO
pa3BUTHE HapylleHUil MeTadoyiu3Ma TJIOKO3bl B BHJE MOCTIPAHAUAIBHOTO HapyIICHUS
TOJIGPAaHTHOCTH K TJIIOKO3€, a B HEKOTOPBIX CIy4asX — pa3BUTHE IEPCUCTUPYIOIIEH
TUIEPIVIMKEMHUH B PE3YJIbTaTe JUIMTEIBLHOIO MIPUMEHEHH IpenapaTa. OTMEUEHbI TakKe ClIydan
pa3BUTHUS TMIIOTTIMKEMHUU.

VY nanuMeHToB ¢ UHCYJIMHOMaMH Ha (pOHE JIeYeHUSI OKTPEOTHI0M MOKET OTMEYAThCs YBEIUUCHHE
BBIPQKEHHOCTH M MPOAOJDKUTEIBHOCTH THIIOTJIMKEMHH (3TO CBA3aHO ¢ 0Oosiee BBIPaKEHHBIM
MOJIaBJISIOLIUM BIMSHUEM Ha cekpelnto I'P 1 rirokaroHa, 4eM Ha CeKpeluIo UHCYIJIMHA, a TaKkKe
C MEHbIIEH JUIUTETbHOCThIO MHTMOUPYIOIIETO0 BO3AEUCTBUS Ha CEKpeluio MHCyauHa). Cremgyer
o0ecnevynTh THIATEbHOE HA0MI0IeHNE 32 TAKUMHU MAllUEHTaMH KaK B HavaJie JICYeHHUsI, TaK U MPU
KaKIOM HM3MEHEHUM J03bl IMpenapara. 3HauuTelIbHbIE KOJEOAHUsS KOHIIEHTPAIMH TJIFOKO3bI B
KPOBHU MOTYT OBITh NpenyNpexIeHbl IMyTeM 0ojiee 4acToro BBEJICHHs Ipernapara B MEHbIIUX
J103axX.

VY manueHToB ¢ caxapHbIM auaberoM | THIa NpUMEHEHHE Mpernapara MOKET YMEHbIIAaTbh
NoTpeOHOCTh B MHCYJIMHE. Y MAIMEHTOB 03 caxapHOoro AuadeTa u ¢ caXapHbIM JuadeToM 2 THIa
C YaCTUYHO COXPAHHOM CEKpeLuell MHCYJIMHA NPUMEHEHUE OKTPEOTHAA MOXKET NPUBOJUTH K
IpaHIualIbHON TUIEpriaukeMuu. [Ipu NpuUMEHEeHUM OKTPeoTH]a Yy MAIMEHTOB C CaXapHbIM
IuabeToM PpEeKOMEHAYEeTCS MPOBOAUTH KOHTPOJIb KOHLEHTPALMKU TJIIOKO3bl B KPOBH U
KOPPEKTUPOBATh TEPANHIO TMIIOTITMKEMUYECKMMH IIpenapaTaMu.

Bapuko3Hoe pacliinpeHue BeH NUIIeBoaa
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MOBBIIIIEH PUCK pa3BUTHS caxapHoro quabeTa 1 Tumna, a y mayueHTOB ¢ CYIIECTBYIOUIMM CaXapHbIM
nuabeToM | THIa BO3MOXKHO U3MEHEHHE MOTPEOHOCTH B MHCYJUHE, B 3TUX CIydasX HEOOXOauM
peryspHbIA KOHTPOJIb KOHIICHTPALMK ITIFOKO3bI B KPOBH.

HeoOxonuma Koppekius pexkuMa J03UPOBAHHS OJHOBPEMEHHO IPUMEHSEMBIX JIUYPETUKOB,
Oera-aapeHo0I0KaTOpOB, OJOKAaTOPOB  «MEAJICHHBIX» KaJbLMEBBIX KaHAJOB, WHCYJIMHA,
TUIIOTIIMKEMUYECKUX CPEACTB Ul IEPOPAILHOIO IPUMEHEHHS], ITIFOKAroHa.

BcnomorarenbHble BemecTsa
JlanHblil penapaTt coiepKUT MeHee 1 MMoJib HaTpus (23 MTI') Ha OAHY aMIlyJly, TO €CTb 110 CyTH

HE COJEPKUT HATpUS.

4.5. BzaumojeiictTBue ¢ [JPYTHMH JIeKAPCTBEeHHbIMM MpenapataMd H JApyrue BHABI
B3aNMOeliCTBUSA

MoxeT BO3HMKHYTh HEOOXOAMMOCTb KOPPEKLHUH [03bl OeTa-aapeHO00JI0KaTOpPOB, OJIOKAaTOPOB
«MEIUICHHBIX» KaJbLMEBBIX KAHAJIOB, IPENaparoB Al KOPPEKLUUU BOIHO-3JIEKTPOJIUTHOIO
OanaHca, UHCYJIMHA WU [IPENapaToB AJIs JeueHHs AuabeTa pu UX 0JHOBPEMEHHOM IIPUMEHEHUN
C OKTPEOTHIOM.

OkTpeoTu]1 yMEHbIIAEeT BCachlBaHUE LIMKJIOCIIOPUHA U 3aMEJISIET BCaChlBAHUE LIMMETUIMHA.
OnHOBpEeMEHHOE MPHUMEHEHHE OKTPEOTHIAa W OPOMOKPUITHHA YBEIMYHMBAET OMOIOCTYIMHOCTh
IIOCJICAHETO.

HmeroTcs faHHBIE O TOM, YTO aHAJOI'M COMATOCTaTMHA MOT'YT YMEHBIIAaTh MeTaboJIn4yecKun
KJIMPEHC BEILIECTB, MyTh IPEBPALCHUs] KOTOPBIX MPOXOIUT C y4yacTueM (EepPMEHTOB CHUCTEMBI
mutoxpoma P450, uyro Moxker ObITh oOycnoBieHo mnoaasiaeHueM ['P. Ilockonbky Hemb3s
UCKIIIOUUTh, YTO OKTPEOTHJ MOXKET Takke o0aanaTb 3TUM 3(PQeKkTom, cieayer coOaroaaTh
OCTOPOXKHOCTh MpPHU OJHOBPEMEHHOM IPUMEHEHHH IMpenapaToB, METa0OJU3UPYIOIMIUXCS HpU
yuactuu uzopepmenta CYP3A4 u umeronux y3kuil 1nana3oH TepaneBTUYECKUX KOHLIEHTpALUn
(Hanmpumep, XMHUJUH, TepPEeHaINH).

ComaTocTaTHH U €ro aHaJIor'M, TaKue KaKk OKTPEOTH ], KOHKYPEHTHO CBSI3bIBAOTCS C peLenTOpaMu
U MOTYT BIUATH Ha 3(PPEKTUBHOCTh pPATUOAKTHBHBIX AHAJIOrOB coMaroctatuHa. Cremyer
u30erath IPUMEHEHHs OKTPEOTH 1a 3a 24 Yaca J10 BBeJieHHs okcopoTpeotuaa motenus (17'Lu) —
panuodapmMalieBTHYECKOTO Mpenapara, CBsI3bIBAOLIET0 ¢ PeLEeNTOpaMu COMaTOCTaTHHA.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD W JIAKTALMS

bepeMeHHOCTB

[IpumeHeHne OKTpeoTHja MpU OEPEMEHHOCTH HE H3ydalloch. VMeeTcsi orpaHUYeHHBIN OMBIT
MPUMEHEHHUS OKTPEOTH1a y OEpEMEHHBIX ¢ aKpOMETalnel B KIMHUYECKOH NMpakTUKe (B MOJIOBUHE
Clly4aeB MCX0Jl 0€peMEHHOCTH Heu3BecTeH). BoibIMHCTBO OepEeMEHHBIX MAIlMEHTOK MOIy4aau
Tepanuio oKTpeoTuaoM B A03e 100—300 MKT/CyT MOAKOKHO B IEPBOM TPUMECTPE OEPEMEHHOCTH.
[Tpubnuzurtensno B 70% ciyyaeB ¢ U3BECTHBIM MCXOJOM IMAIUEHTKH CAMOCTOSTENILHO MPUHSITN
pellieHne MPOAOJIKATh TEeparuio IpenapaToM BO BpeMs OEpeMEHHOCTH. Y OOJbIIMHCTBA
MAIUEHTOK (CIy4Yau ¢ U3BECTHBIM HCXO0JI0M) O€PEMEHHOCTh 3aBEPILINIIACch POXKIEHUEM 3TOPOBBIX
JeTei, OHaKO COOOIIANIOCh TAaKXKEe O HECKOJIbKHUX CaMONPOU3BOJBHBIX a0OpTax B IEPBOM
TPUMECTPE U CIy4asiX UCKYCCTBEHHOTO MpEphIBaHUS OEPEMEHHOCTH.
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BPOXJICHHBIX TMOPOKOB y JeTeld. [IpuMeHsATh OKTPEOTHI MPH OEPEeMEHHOCTH CIICAYET TOJBKO B
cirydae KpaiiHel He0OXOAMMOCTH.

JlakTanms
HewnsBecTHO, MPOHUKAET JM OKTPEOTH B TPYIHOE MOJIOKO y Jrojied. B mccnemoBaHusx Ha

JAKTUPYIOIIUX KUBOTHBIX IIOKA3aHO BbIJENIEHUE OKTPEOTHJAa C TpyAHBIM MojokoM. I[lpu
HEOOXOJUMOCTH TMPUMEHEHHUS! OKTPEOTHJa B NEPUOJ TPYIHOTO BCKapMIMBAHUS KOpPMIICHHE
IPYAbIO ClIEyeT IPEKPATUTb.

DdepTUabHOCTD

HewusBecTHO, BIUSET M OKTPEOTHT Ha (DePTHIILHOCTD Yy JIFOJIeH. B MccinenoBaHUsIX y )KHBOTHBIX
HEe OBLJIO BBISABICHO OTPHIATCIHLHOTO BIHMSHHUS HAa (PEPTUIHLHOCTh MYKCKHX H JKCHCKHX 0COOEH
KPBIC IIPU IPUMEHEHUH OKTPEOTHAA B ]03€ 1 MI/KI MaccChl Tela B IE€Hb.

4.7. Biusinue Ha CNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeIACTBAMH M PadoTaTrh ¢
MeXaHU3MaMH
Her JAaHHBIX O BJIMSAHWHN OKTPEOTHUAA HA CIIOCOOHOCTH YHOPpaBJIATh TPAHCIIOPTHBIMHU CPEACTBAMU U
MEXaHU3MaMMU.

4.8. HexxenaresibHbIEC peaKUMu
Pesrome mpoduisg 6e3onacHOCTH
OCHOBHBIMU HEXENATeIbHBIMU PEAKIUIMU, OTMEUABIIUMUCS TPH MPUMEHEHUU OKTPEOTHIA

ObUIM KeNMyJOYHO-KUIIEYHbIE HApYLICHUs, HapyLIeHUs CO CTOPOHbI HEPBHOW CHCTEMBI,
HapyLIEeHUsI CO CTOPOHBI MEYEHU U JKEIUYEBBIBOJALIMX IyTed, HapylleHHs MeTaboiau3Ma u
UTAHUS.

B xnuHMuYeckux uccienoBaHUsAX HanboJiee 4acTo MPH NPUMEHEHUU OKTPEOTHAa HAOII0AAUCh
nuapes, 00J1b B )KUBOTE, TOIIHOTA, B3/lyTHE )KUBOTA, TOJIOBHAsA 00JIb, XOJIETUTHA3, TUIIEPTIUKEMUS
u 3anop. Taxxke 4acTo 0OTMEYAINCh TOJIOBOKPYKEHHUE, O0JIb PA3IMYHON JIOKATU3aH, HApyIlIeHNE
KOJUTOMJIHOM CTaOUIIbHOCTH Kenun (00pa3oBaHUME MUKPOKPHCTAIUIOB XOJIECTEpUHA), HApYIlIEHHE
(YHKIMU IIUTOBUIHOM jkese3bl (YMEHbIIEHHE KOHIIEHTPAllui THPEOTPOITHOIO TOPMOHA, 00I1ero
U CBOOOJTHOTO TUPOKCHHA), MSITKasi KOHCUCTEHLUS CTYJIa, CHI)KEHUE TOJIEPAHTHOCTH K TIIIOKO3€,
pBOTA, aCTEHUS U TUIIOTJINKEMHUSI.

TabanuHoe pE3IOME HEXKENATCIILHBIX PeaKIINH

Bo3MmoxHBIe Ha (OHE TMPUMEHEHHs OKTPEOTH/Ia HeXeNaTelIbHbIE PEaKIMU CTPYNIAPOBAHBI 110
CHCTEMHO-OPTaHHBIM ~KJJaccaM C yKa3aHHWEeM YacTOThl WX BO3HUKHOBEHHS COTJIACHO
kjaccugukanuu BeemupHoil opranuzanuu 3apaBooxpanenus (BO3): ouens yacto (>1/10), yacto
(>1/100, Ho <1/10), HEwacto (> 1/1000, Ho < 1/100), peaxo (>1/10000, Ho <1/1000), oueHs peaKo
(<1/10000), yactoTa Hen3BecTHa (HAa OCHOBAaHWHM MMEIOIINXCS JAHHBIX OILIEHUTh HEBO3MOXKHO).
HexenarenpHple peakiud BHYTPH Ka)XJOTO CHUCTEMHO-OPTaHHOTO Kjacca pacloJIOKEHBI B
MOpsiIKe YOBIBaHUS UX CEPHE3HOCTH C YKAa3aHUEM YaCTOThI X BOSHHUKHOBEHHMS (B paMKax OJHOMN
rpajaiuy 4acTOTHI).
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CucremHo-opransblii kjaacce | Yacrora
BO3HUKHOBEHM
Hapymenuss co croponsl | YacTora TpomOouuToneHus*
KpOBM ¥  JUM(}ATHUECKOH | HEU3BECTHA
CHCTEMBI
Hapymenust co  croponsl | Yacrora ANneprudecKkue  peakuuu®,  peaxiuu
UMMYHHOW CHCTEMBI HEHM3BECTHA TUIIEPYyBCTBUTEIHLHOCTH, BKJIFOYAs
aHa(uIaKTHYECKUE peakuu™
OHIOKPUHHBIE HAPYIICHUS Yacro ['unmotupeo3,  HapymieHue  (QyHKIUH
IIUTOBUIHOW  JKene3bl  (yMEHBIIECHUE

KOHIICHTPAIMH THPEOTPOITHOTO FOPMOHA,
0011ero 1 cBOOOTHOTO TUPOKCHHA)

Hapymenuss merabonusma u | OueHp 4acTo ['unepraoukemus
NUTAaHUA Yacro [M'unornukemust, HApYILICHUE
TOJIEPAHTHOCTH K TJIIOKO3€, YMEHBIICHUE
anmeTuTa
Heuacto Jerunaparanuus
Hapymenuss co  cropossl | OueHb 4acTo ['onoBHas 601b
HEPBHOMN CUCTEMBI Yacto ['onoBokpyxeHue
Hapymennss co  croponsl | Hacto bpanukapaus
cepaua Heuacro Taxukapaus
Yacrora Apurmun*
HEU3BECTHA
Hapymenus co  croponsl | Hacto Opplmika
JIbIXaTeIbHOMN CUCTEMBI,

OpraHOB TPYAHOW KIETKH U
CPEOCTECHHUS

JKenmy104HO-KHUIIIEYHbIE

OueHp 4acTo

Huapesi, 0011 B )KUBOTE, TOIITHOTA, 3aT10P,

HapylLIEHUs B3yTHE KUBOTA
Yacto Jucnerncus, pBOTAa, YyBCTBO
HAIOJIHCHUS/ TSHKECTU B JKHBOTE,
cTeaTopes, Msrkasi KOHCUCTEHIIMS CTyJa,
obOeciBeUnBaHUE CTyJIa
Yacrorta OcTpplif maHkpeaTuT*
HEU3BECTHA
Hapymennss co  croponsl | OueHb 4acTo Xonenuruas

[IEYCHU U JKEITYEBBIBOISIINX
nyTein

Yacro XOJEIUCTUT, HaApyLIEHUE KOJUIOUIHON
cTabunbHOCTH  kenuu  (oOpa3oBaHue
MHUKpPOKPHCTAIIIOB XOJIECTEpUHA),
runepouupyOnHeMus

Yacrota Octperit TernaTuT 0e3 SIBJICHU

HEU3BECTHA XoJiecTa3a™®, X0JecTaTUYECKU renaTut®,

XoJjectaz*, kentyxa*, xoJjecraTudeckas
xKenryxa*
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Hapymenuss co  croponsl | Yacto 3y RoskHas Coriib, anoterms’ — -~ o<
KOXKU U IIOJIKOKHBIX TKaHer | Yacrora KpanuBuuna*
HEU3BECTHA
O6mmue HapyLIEHUs u | OueHp yacTo Peakuuu B Mecte BBeleHUs (Hampumep,
peaklMK B MECTE BBEACHUS 00J1b, MapecTe3nu, SPUTEMBI)
Yacro Actenus
JlaGopaTopHbie u | Yacro YBennyeHrne akTUBHOCTH «II€YEHOYHBIX)
WHCTPYMEHTAJIbHbBIC JaHHBIC TpaHCAMHHA3
Yacrora VYBenuyeHne  akTUBHOCTH  LIEJIOYHOU
HEU3BECTHA docdarasbl u ramma-
rIyTaMuaTpancdepasbr®

*HexxenmaTenbHble pEaKIMH, BBIBICHHBIE B XOAE MOCTPETHCTPAIMOHHOTO TPUMEHEHHUS
OKTpCOTHAa Ha OCHOBAHWM OTACJIbHBIX CIIOHTAHHBIX COO6HIGHI/II>1 n ClIy4dacB, OIIMCAHHBLIX B
auTepaTtype (4acToTa HEM3BECTHA).

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKHI/Iﬁ

Kenyoouno-kuuieunvie napyuieHus, HapyueHus Memaodoausma u NUManus

[Tpu mpuMeHeHUH mpenapara B peIKUX CIy4asX MOTYT OTMEUYaThCs SBJICHUS, HAIOMUHAIOIIUE
OCTPYIO KUIIEUHYIO HEMPOXOAUMOCTh: MPOTPECCUPYIOIIEe B3AYTUE )KUBOTA, BhIpaKeHHAast 00JIb B
SMUTACTPaIbHON 00s1acTH, OOJIE3HEHHOCTh MPH MadbHallMi U HANpPsDKEHUE MBI MepeaHen
OPIOIIHOM CTEHKH (MBIIIEYHBIN JedhaHC).

HecmoTtpst Ha TO, UTO BBIBEIEHUE KUPOB C KaJOM MOXKET BO3pPAcTaTh, HET JIOKA3aTEIBCTB TOTO,
YTO JUIMTENBHOE JICYCHHWE OKTPEOTHIOM MOXKET NMPHBOJUTH K Pa3BUTHIO JeQHINATA MUTAHUS
BCJIE/ICTBHE HApYyIIEHUs BcachiBaHUs (MaibabcopOIus).

BeposTHOCTh BOSHUKHOBEHHSI TAKUX HEXKEJIATEIbHBIX PEaKINi MOKET ObITh YMEHBIIICHA €CIIH He
OPUHUMATh MUY J0 WIKA cpa3y IOcie MOJKOKHOTO BBEJCHHUS OKTPEOTHIa, IOITOMY BBOJIUTH
npernapaTr peKOMEHIyeTCsl MeX/1y TpUeMaMu UL UIIH [IEPe]] CHOM.

Hapywenus co cmoponbul sicenyno2o ny3vips u conymcmayoujue peaxyuu

AHaJIOTM COMATOCTaTHHA JIEMOHCTPUPYIOT CIIOCOOHOCTh MHTMOMPOBATH COKPAILICHHE KETIHOTO
My3bIpst U CHIDKATh CEKPEIHIO JKEIYH, YTO MOXKET NPUBECTH K HAPYHICHWI0 (YHKIHHA U
BO3HHMKHOBEHUIO ocajika. YacToTa kaMHEeoOpa3oBaHUs B *KEITYHOM Iy3bIpe Ha (POHE MPUMEHEHUS
okTpeotuaa oreHuBaercs B 15-30%. Yactora B o6miet nomyssinuu — 5—20%. Hanuuue kamueli B
KEITYHOM ITy3bIpe WJIM OMIIMApHOTO CJ1a/PKa y MalMeHTOB, MOTYYaIOLUMX TEPAITHI0 OKTPEOTUIOM,
B OOJIBIIMHCTBE CIy4aeB MPOTEKaeT OeCCUMNTOMHO. B ciiydae Hanuyus KIMHUYECKUX CUMIITOMOB
clleflyeT MPOBOJIUTH TEPANMIO PACTBOPEHUS KaMHEH C MCIIOJIB30BaHMEM IIPENapaToB JKEITYHBIX
KHUCJIOT WM XUPYPrU4ecKoe BMENIaTeabCTBO (CM. pasaen 4.4).

Peaxyuu 6 mecme 6gedenus

B MecTte mpoBeeHus IOAKOKHOW HHBEKIIMK MOTYT BOSHHKATH OOJIb WM YyBCTBUTEIBLHOCTH TIPH
BBEJICHUU TTpeTiapara, MOKaJbIBaHHE FITH TyBCTBO ¥OKECHUS, TAK)KE MOTYT BOSHUKATh MOKPACHEHHE
U OTEK, JIMTEIbHOCTD SIBIICHUH peaKo mpeBbiaeT 15 MunyT. HenmpusiTHble OLIyIeHUs: B MecTe
BBEJICHUSI MOTYT ObITh YMEHbBILIEHBI BBEJICHHEM PAaCTBOPA OKTPEOTH1a KOMHATHOH TeMIeparypsl
WM BBEJCHUEM MEHBIINX 00bEeMOB Ipernapara ¢ 6os1ee BEICOKOW KOHIIEHTPALUeH.

Hapywenus co cmoponwvl cepoya

bpanukapausa sBISETCS 4acTO BO3HHMKAIONIEH HEXKENATeNbHON peakiued Npu MNPUMEHEHUU
aHajoroB comaroctatuHa. [lo manubIM 3nekTpokapauorpadudeckoro (OKI') uccnenoBanus Ha
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HaOmonanuch yaiuHeHue uHtepBana QT, OTKIIOHEHHME B3JIEKTPUUYECKOM OCH cepiua, paHHsA
peniossipu3anys, Hu3koBoJabTaxXHbINA TUI DKI', cMemenue nepexonHoii 30HbI, paHHuii 3yoen P u
Hecrienuuueckue u3meHeHust cermenta ST m 3yb6ma T. IlockonbKy y JaHHOW KaTeropuu
NAIMEHTOB OTMEYAIUCHh COIYTCTBYIOIIME 3a00JI€BaHUs CepAla, IPUIMHHO-CICICTBEHHAs CBS3b
MEXJy IPHMEHEHHEM OKTPEOTHJAa MW PA3BUTHEM JIaHHBIX HEXKCEJATCIIBHBIX peakuuid He
YCTaHOBJICHA.

Tlankpeamum

[Ipy IAUTEIBHOM TOJAKOKHOM IIPUMEHEHUM OKTPEOTHAA OTMEYaIuCh Cllydal pa3BUTHUSA
NaHKpeaTHTa, 00yCIOBICHHOTO XoeanTrazoM. Cooduianock 06 0YeHb PEIKHUX CIIydasx pa3BUTHS
OCTpPOro IaHKpeaTUTa B IE€PBbIE Yachl WJIM JHHU I10CJIE€ IOJKOXXHOIO BBEJIEHUS OKTPEOTUIA,
KOTOPBIN pa3pelancs caMOCTOATENBHO II0CIE OTMEHBI IIPEnapara.

Peakyus eunepuyscmeumenbHocmu u aHaguiaxmuyeckue peakyuu

B mocrpeructpallmOHHOM IEPUOAE NPHUMEHEHUS OKTPEOTHIA OTMEYAINCh CIydaud pPa3BUTUSA
peakuui  TUIEPYYBCTBUTEIBHOCTH M QJUIEPrMYECKMX  PEAKUUi, ¢  JOKaJIu3auuen
IIPEUMYIIECTBEHHO Ha KOXKE, PEIKO 3aTParuBarOIIUX M0JIOCTh PTa U JAbIXAaTEIbHBIE IIyTH, a TAKIKE
OTMEYaJIMCh €AMHUYHBIE CITy4an pa3BUTUS aHA(DUIAKTUYECKOIO II0KA.

Tpomboyumonenus

B nocrperucrpaniioHHOM INepuoOJe MPUMEHEHHs OKTPEOTHJAa OTMEUYAIMCh Cllydal pa3BUTHUSA
TPOMOOIIMTONICHUH, B OCOOCHHOCTH TNPH BHYTPUBEHHOM BBEJCHHUU Yy TAIMEHTOB C IIHUPPO30M
neueHu. [IposiBienns TpoMOOIMTONIEHNH 00PATUMBI IPY TIPEPHIBAHUH TEPATIHH.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

Baxno COO6I_I_IaTb 0 TOAO3PCBACMBIX HEIKECIIATCIIbHBIX PECAKIHAX ITOCJIC PETUCTpAllUU IIpeIiapara C
OCIIBIO obecneueHUs HECTIPEPBLIBHOI'O MOHHUTOPHUHI'Aa COOTHOHICHUS  «I10JIb3a — PHUCK»
JICKApCTBCHHOT'O IIpCriapara. MeauuuHCKUM pa6OTHI/IKaM PECKOMCHAYCTCA COO6H_IaTB 0 IIOOBIX

M0JI03PEBAEMBIX HEXKENAaTEIbHBIX PEaKLUAX JIEKAPCTBEHHOTO Ipernapara yepe3 HallMOHalIbHbIE
CUCTEMBl COOOILEHUSI O HEKeJIaTeJbHBIX pEaKIUsIX TocyAapcTB — uieHoB EBpasuiickoro
HKOHOMUYECKOTO COI03a.

Poccuiickaa ®@eoepayus

®enepanbHas Cayx0a 1o Ha3opy B chepe 31paBOOXpaHEHHS

Anpec: 109012, r. Mocksa, CrnaBstHCKasl Iiiomanp, 1. 4. ctp. 1

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caitt B HH(OPMaLMOHHO-TEIEKOMMYHHUKAMOHHON CeTH «HTepHeT™:!
https://www.roszdravnadzor.gov.ru/

Pecnyonuxa Apmenus

«Hay4dHBIII LEHTp HKCIEPTU3bl JIEKAPCTB M MEIMIMHCKAX TEXHOJOTHA HMM. akKageMuka O.
["abpuensna» AO3T

Otnen MOHUTOpPUHTA 0€30MACHOCTH JIEKAPCTB

Anpec: 0051, r. Epean, ip. Komuraca, 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

DneKTpoHHAas 1MoYTa: naira@pharm.am, vigilance@pharm.am

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «MHTepHeT»: www.pharm.am.
Pecnyonuxa benapyco
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Anpec: 220037, r. Munck, niep. ToBapuieckuii, 2a

Tenedon/dakc: +375 17 242 00 29

OnexTponHas noyra: repl@rceth.by

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHUKAMOHHOM ceTn «MHTepHeT»: www.rceth.by.

Pecnyonuxa Kazaxcman

PI'TI na [IXB «HaunoHanbHbIA LEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX
m3nenuit» Komurera MeEIUIMHCKOTO W (apMameBTHYECKOTO KOHTpoJisi MuUHHCTEpPCTBA
3npaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrana, yi. A. ImanoBa, 13, 4 stax

Tenedon: +7 (7172) 235 135

OnextponHas noura: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceTn «MHTepHeT»: www.ndda.kz.
Keipevizckas Pecnybauka

JlemapTaMeHT JIEKapCTBEHHOIo0 OOECNeYeHUuss U MEIUIIMHCKOM TeXHUKU Npu MuHuUCTEepcTBe
3npaBooxpanenust Keipreizckoit Pecrybnuku

Anpec: 720044, r. buiukek, yi. 3-4 nuHus, 25

Tenedon: +996 312 21 92 78

OnexrponHas noyra: dlomt@pharm.kg

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHHUKAIMOHHOM ceTn «VHTepHEeT»: Www.pharm.kg.

4.9. Ilepeno3upoBka

CuMOTOMBI

Coobmanocs 00 OTAETBHBIX ClIydasiX NEpeO3UPOBKH OKTPEOTHAOM y JeTed M B3pOCIbIX B
KJIMHUYecKoH mpakTtuke. Ilpu ciydallHOM NpUMEHEHMHM Ipernapara y B3pOCIbIX B J103€
2400—-6000 MKr/cyT BHYTPUBEHHO KanenbHO (ckopocTh MHPy3uu 100—250 MKI/4) niau HOJK0KHO
(1500 mkr 3 paza/cyT), HaOIIOAATIOCH Pa3BUTHE aPUTMHUH, CHIDKEHHUE apTepUAIbHOTO JaBJICHUS,
BHE3aIlHas OCTAaHOBKA CEP/Lla, TUIIOKCHUS FTOJIOBHOI'O MO3Ta, NAaHKPEaTUT, CTEaTo3 eUeHH, Auapes,
cJ1ab0oCTh, 3aTOPMOKEHHOCTb, YMEHBIICHHWE MAacChl Tejla, IenaToMeraius M JIAKTOALUA03.
Coobmanoch 0  ciydasx  aTPUOBEHTPUKYISApHOW  Onokazbl  (BKIOYas  MOJHYIO
aTPUOBEHTPUKYIISIPHYIO OJIOKaay) Yy MAIMEeHTOB, IOJIydalolIUX Oosiee BBICOKYIO /03y IpHU
BHYTPHBEHHOM KalleJIbHOM BBeJIeHHH (CKopocTh HH(Y3unm 100 MKI/4) W/MIuM BHYTPUBEHHO
cTpyiiHO (50 MKT CTPYHHO C TOCIEIYIOIIMM HEMPEPHIBHBIM BHYTPHBEHHBIM KaIleJIbHBIM
BBEJICHHEM CO CKOPOCTHIO 50 MKr/4).

[Tpu moakoxHOM BBeneHnn okTpeotuia B 1o3e 3000—30000 mkr/cyT (pa3aeneHHol Ha HECKOIBKO
BBEJICHUN) Yy OHKOJIOTHUECKMX TMallMeHTOB HE BBIABICHO KaKUX-JIMOO HENpeaBHICHHBIX
HE)KEeJIaTeNIbHBIX peakuil (3a UCKIIIOUEHHEM yKa3aHHbIX B pazjene 4.8).

Jleuenne

B cirygae nepeno3upoBKY MaIMEHTy CIeAyeT Ha3Ha4aTh CUMIITOMaTHYeCKoe ieueHue. [lanueHTsl,
MOJTy4YarolMe BHYTPUBEHHO 103y OKTPEOTHA BBIIIE PEKOMEHAOBAHHOW, UMEIOT MOBBIIICHHBIN
PHUCK pa3BUTHS aTPUOBEHTPUKYIISIPHOM OJI0KaIbl O0JIE€€ BRICOKOW CTEMEHU U IOJDKHBI HAXOIUTHCS
MO/ Ha/IJIEXKAIIUM KapAHOJIOTUYECKUM MOHUTOPUHTOM.

5. PAPMAKOJIOTHYECKUE CBOHMCTBA
11


mailto:repl@rceth.by
http://www.rceth.by/
mailto:farm@dari.kz
http://www.ndda.kz/
mailto:dlomt@pharm.kg
http://www.pharm.kg/

COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 22.07.2025 Ne 18255

(MOCNEOCBATENEHDCTE 0002)

5.1. ®apmakoauHaMHYeCcKHe CBOICTBA
dapMakoTeparneBTUYECKas TPyIIa: TOPMOHBI TUTIO(PHU3a U TUTIOTATIAMYCa i X aHAJIOTH; TOPMOHBI

TUIOTaJaMyca; COMAaTOCTATHH U €r0 aHaJIOTH.
Kox ATX: HO1CBO2.

MexaHu3M IeHCTBUS
OKTpeoTu | SABIACTCS CHHTECTHYECKUM OKTAICNTHIOM, MPOU3BOIHBIM €CTECTBEHHOTO TOPMOHA

COMATOCTaTHHA, OOJIAZAIOIUM CXOAHBIMH € HUM (apmakonorudyeckumu 3¢pdexkramu, HO
3HAYUTEIBHO OOJBIIEH MPOJOIKUTENFHOCTBIO NeiicTBua. OKTpeoTu ] moaasister cekperuio [P,
KaK IaTOJOTHYECKH MOBBIIICHHYIO, TaK U BBI3BIBAEMYIO apTUHUHOM, (PU3MUYECKON HArpy3Kou U
MHCYJIMHOBOU runoriaukemMueil. OKTpeoTu | oAaBiseT TakKe CEKPELUI0 MHCYIMHA, [JIFI0KaroHa,
racTpuHa, CEpOTOHMHA, KaK [aTOJOTMYECKU MOBBIIICHHYIO, TaK U BBI3bIBAEMYIO IIPUEMOM IHILY;
TAK)Ke MOAABIIAET CEKPELUIO MHCYJIMHA U TIIOKaroHa, CTUMYJIMPYEMYIO0 aprUHUHOM. OKTpeoTH]
HOJABJIAET CEKPELUUI0 TUPEOTPONMHA, BBI3BIBAEMYIO TUpeosnOepuHoM. B ornuume ot
COMATOCTaTHHA, OKTPEOTH] MOjAaBiseT cekpeuuto I'P B Oosblueill cTerneHu, 4eM CEeKpeLuro
WHCYJIMHA, U €r0 BBEACHHE HE CONPOBOKIACTCS IMOCIELYIOLIEH Tunepcekpenueii TOpMOHOB
(nanpumep, I'P y nauneHnToB ¢ akpomeranuei).

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

Y nayuenmos c akpomecanueu oxtpeotusl ymeHplaer KoHueHtpauuo ['P u UDP-1 B mnazme
KpoBH. YMenbleHue koHrentpanuu I'P ua 50% u 6onee ormevaercs y 90% naiueHToB, pu 3TOM
3HaueHue KoHleHTpauuu ['P MeHee 5 HI/MI JocTUTaeTCss IPUMEPHO Y MOJOBUHBI MAIIMEHTOB. Y
OOJBIIMHCTBA TAIIMEHTOB C aKpOMErajined OKTPEOTH I YMEHbBIIAET BBIPAKEHHOCTh TOJIOBHOU
0071, IPUITYXJIOCTH MATKUX TKaHEH, THIIePTUIpo3a, 00K B CyCcTaBax U MapecTe3uil. Y maiueHToB
C aJlecHOMO¥U runodu3a OONBIIUX Pa3MEPOB JIEYCHHE TPETapaTOM MOXKET MIPUBECTH K HEKOTOPOMY
YMEHBIIEHUIO Pa3MEPOB OIYXOJIH.

Ilpu cexpemupyrowux suooxkpunnwvix onyxonsx KKT u noooscenyoounoii scenesvt B CIydasx
HEJ0CTAaTOYHOW H(PPEKTUBHOCTH NPOBEJCHHONW Tepanuu (XUpPYypruuyeckoe BMENIATeNIbCTBO,
AMOOIM3aIMs TIEUEHOUHOM apTepuu, XUMHOTEpaIvs, B TOM YHCJIE CTPENTO30TOLMHOM M 5-
dTopypanmioM) TpPUMEHEHHE OKTPEOTHIa MOXKET NPHUBOIUTH K YIYYIIEHUIO TEUCHUS
3aboneBanus. Tak, npu KapyuHouoHvIX ONYxo/isAx MPUMEHEHHE OKTPEOTH]Ia MOXKET PUBOJUTH K
YMEHBIIEHUIO BBIPAKEHHOCTH OIIYIIEHUS! «IPUJIMBOB» KPOBU K JIMILY, TUAPEH, UYTO BO MHOTHMX
CIy4asix COINPOBOXKJIA€TCSA YMEHBIIEHWEM KOHLEHTpPAllUd CEPOTOHMHA B IUIa3M€ KpPOBU U
9KCKpPEUUHU S-THAPOKCUUH/IOITYKCYCHON KUCIOTHI TOYKaAMH.

IIpu BHIIomax npuMeHeHne OKTPEOTHIa IPUBOAUT Yy OOJBIINHCTBA MAMEHTOB K YMEHbBILIEHUIO
CEKPETOPHOU JMapeH TSKEJION CTENEHHU, U, COOTBETCTBEHHO, K YJIYYIIEHUIO KayecTBa YKU3HU.
OnHOBpEMEHHO MPOUCXOJUT YMEHBUICHHE COMYTCTBYIOUIMX HApYUICHUH 3JIEKTPOIUTHOTO
OanaHca, HaIpUMep, TUIOKAIMEMHUH, YTO TIO3BOJISIET OTMEHUTH SHTEPATBLHOE U MapeHTepaTbHOE
BBEICHHE JKUAKOCTH U DJIEKTPOJMTOB. Y HEKOTOPHIX MAlKUEHTOB 3aMEUIsIeTCs WU
OCTaHaBJIMBAETCS MPOTPECCUPOBAHUE OMYXOJIH, IPOUCXOJUT YMEHBIIEHUE €€ PA3MEPOB, a TAKKE
pasMepoB MeTacTa3oB B IedeHb. KimMHHYeckoe yiydlieHHe OOBIYHO CONPOBOXKIACTCS
YMEHbIIIEHHEM KOHLIEHTPAllMK Ba30aKTUBHOIO HHTeCTHHANIbHOTO nenTtuaa (BUIT) B mnazme kpoBu
WJIM €€ HOpMaJu3aluen.
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Ilpu 2nokazonomax TPUMEHEHHE OKTPEOTH[A HDHB@%:F%&&&ZEEEE}@ '::1{711}_1*?)1915%.1'116171

sputeMbl. OKTPEOTH HE OKA3bIBAET CYILIECTBEHHOI'O BIUSHUS Ha BIPA)KEHHOCTb TMIIEPIIIMKEMUN
npu caxapHoM guabere, NpPU ATOM MNOTPEOHOCTh B HMHCYJIMHE WM MEPOPATBbHBIX
TUIIOTJIMKEMUYECKUX IIpernapaTax OOBIYHO oOcTaeTcsi Heu3MeHHoW. Ilpenapar BbI3bIBaeT
YMEHBILIEHUE CTEIECHU TSHKECTH IHUAPEU, YTO CONPOBOXKAACTCA YBEIUYCHUEM MAcCChl Tena. XOTs
YMEHBIIECHNE KOHLIEHTPALMM TJIIOKArOHA B IUIa3M€ KPOBH IIOJ BIIMSHUEM OKTPEOTHJA HOCUT
TPAaH3UTOPHBIA XapakTep, KIMHUUYECKOE YIYyYIICHHE OCTAeTCs CTAaOMIbHBIM B TEYEHHE BCETO
nepuoza NpUMEHEHMsI IIpenapara.

Y nayuenmoe c cacmpunomamu/cunopomom 3onrnuncepa-Iniucona Npyu IPUMEHEHUN OKTPEOTH A
B MOHOTEpAIHNH UM B KOMOWHAIIMKA ¢ UHTHOMTOPaMHU IPOTOHHON MOMITBI MK O6iokatopamu Ho-
TUCTAMUHOBBIX PELENTOPOB BO3MOKHO YMEHBIICHHE T'MIIEPCEKPELMU COJISIHOM KHCIOTHI B
JKEIyJIKE, YMEHBIICHHE KOHLEHTpAlMM TacTpUHA B IUIa3M€ KPOBHM, a TAakK)K€ YMEHBIICHUE
BBIPAKEHHOCTU JUAPEU U NIPUITUBOB.

Y nayuenmos ¢ uncyrunomamu OKTPEOTH] yMEHbBIIAET KOHLEHTPALUIO MMMYHOPEAKTHBHOIO
MHCYJIMHA B KPOBH (3TOT 3(p(peKT MOXKeT ObITh KPaTKOBPEMEHHBIM — OKOJIO 2 4acoB). Y MaIlMEHTOB
¢ ornepalesbHBIMU OIYXOJISIMM OKTPEOTH/I MOXKET 00eCIIeUnTh BOCCTAHOBJICHHUE U MOAJIEPKaAHHUE
HOPMOIJIMKEMUM B IPEJONEPALMOHHOM Iepuoie. Y TMalUeHTOB C HeolepadeabHbIMU
NOOPOKAYEeCTBEHHBIMH W 3JIOKAQUYECTBEHHBIMU  OIYXOJIIMH  KOHTPOJb TJIMKEMHUU MOXET
yIIy4IIaTecsi 1 6€3 OTHOBPEMEHHOTO MPOAOKUTEIFHOTO YMEHBIIEHHS KOHIICHTPAIIMY HHCYJINHA
B KPOBH.

Y nayuenmos c peoko 6cmpeyaowumiucs OnyxXouamu, CUunepnpooyyupyioumuMy puiusute-pakmop
20pMOHA pocma (comamonubepunomamu), OKTPEOTU]] YMEHbIIAET BBIPA)KEHHOCTh CHMITOMOB
aKpOMErajiuu. DTO CBA3aHO C IOJABJIEHUEM CEKPELUH PUIIM3UHT-(aKTOpa TOPMOHA pocTa U
camoro ['P. B nanbHeiiem MOXXeT YMEHBIIUTHCS TUIEPTPOPUs TUIopuU3a.

Ilpu pegppaxmepnou ouapee y nayuenmos co CIIMJ] npuMeHEHHE OKTPEOTHIa NMPUBOJUT K
MOJTHOM WJIM YaCTHUYHOW HOpMallM3alluM CTyJa NpuMepHO y 1/3 mamueHToB c auapeeil, He
KOHTPOJIMPYEMOM aJIeKBaTHOM Tepamnuel MpPOTUBOMHKPOOHBIMU H/WIM TPOTHUBOIUAPEHHBIMU
CpencTBamu.

YV nayuenmoe ¢ npedcmosiyum onepamueHbiM 6MeUAMenbCmeom Ha NOONCETYOOUHOU dicenese
IIPUMEHEHNE OKTPEOTHJAa BO BpeMs OIlEpalid M IIOCJIE€ HEE CHMUYKAET 4YacTOTy THUIIMYHBIX
HocJIeonepaliOHHBIX OCJIOKHEHHUH (Hanmpumep, MaHKpeaTHyecKuX CBUILEH, abcieccoB, cerncuca,
MOCJIE0NEePAIMOHHOI0 OCTPOro MAaHKPEATUTA).

IIpu kpoeomeuenuu u3 6apuKO3HO PACUIUPEHHBIX 6€H NUWEE00A U JHCeNyOKA V NAYUEeHMO8 C
Yuppo3om neyeHu TPUMEHEHHE OKTPEOTH]a B KOMOWHAIMM CO CHEHU(PHUECKUM JEUYCHHEM
(Hampumep, CKJIEpO3Upylolled Tepanuel) NpUBOIUT K Oojee 3¢P(GEeKTHBHON OCTaHOBKE
KPOBOTEUYEHHS] U PAHHETO IMOBTOPHOTO KPOBOTEUEHUS, YMEHBIICHHIO oO0beMa TpaHchy3uil u
YIYUYIIEHUIO S5-IHEBHOW BbDKMBAaeMOCTH. (CUWTaercs, 4TO MEXaHW3M JAECUCTBHS OKTPEOTHAA
CBSI3aH C YMEHBIIIEHHEM OPTaHHOTO KPOBOTOKA IMOCPEICTBOM ITOJABJICHHS TAKUX Ba30aKTHBHBIX
ropmoHoB kak BUII u rirokaros.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

AOGcopbuus
[Tocse MOAKOXHOTO BBEIACHHS OKTPEOTH OBICTPO M IMOJIHOCTHIO BCAChIBA€TCs. MakcuMalibHas

KOHIIEHTpaIUsl OKTPEOTH 1A B TUIa3Me KpoBU oTMeuaetcs uepe3 30 MUHYT.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 22.07.2025 N= 18.

(NOCNEAOBATENBHOCTS 0002)

Pacnopenenenue

CreneHb cBs3bIBaHUs ¢ OeNKamMH I1a3Mbl KpOBH cocTaBisieT 65%. CBs3bIBaHUE OKTpEOTHIA C
(OpMEHHBIMU 3J€MEHTaMH KPOBH KpaiiHe He3HauuTelbHO. O0beM pacIpeesieHus] COCTaBIIsET
0,27 /xr.

OIUMUHALMSA
Cpennuii Ti okTpeoTHAa MOCHE MNOAKOXHOM WHBEKIMU coctaBiasier 100 munayTt. I[locne

BHYTPUBEHHOT'O BBEICHUS BBIBEJCHUE OKTPEOTH 1A OCyIecTBIsieTcs B Be dasbl, ¢ T2 =10 1 90
MHHYT COOTBETCTBEHHO. BojbIas 4acTh OKTPEOTHIa BHIBOJUTCS Yepe3 KHUIIEUHUK, OKOJIo 32%
BBIJICTISICTCS B HEM3MEHEHHOM BHjae Moukamu. OOMMIA KIMPEHC OKTPEOTHJA COCTABISET
160 mi/MuH.

5.3. lanHble TOKJIUHUYECKOH 0e30MacHOCTH

B uccnenoBaHusX y >KMBOTHBIX PENPOIYKTUBHOW TOKCMYHOCTH HE BBISIBIEHO. Y HEKOTOPBIX
oco0ell KpbIC OBLIO 3apUKCUPOBAHO MPEXOAIICE 3aMEIJICHUE POCTa, BO3MOXKHO, SIBJISIONISECS
0COOEHHOCTBIO SHIOKPUHHOTO PO IS TaHHBIX BUJIA.

6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. Ilepeuenb BCIOMOraTe/ibHbIX BellleCTB

Monoynas kuciora

MannuToN

Hartpus ruapokap6onar 1 M pactBop (111 koppekiuu pH)
Bona nj1st "HBEKIINH.

6.2. HecoBMecTHMOCTD
JIaHHBIN JE€KApCTBEHHBIM MpernapaT He CIeayeT CMEINBaThb C JAPYTMMH JIEKapCTBEHHBIMU
npenapaTram, 3a UCKIIOUEHUEM YIIOMSHYTHIX B paszeine 6.6.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

HeBckprlTast amiyia
3 rona.

[1ociie BCKpBITHSA

[Tpenapart cinenyer UCHOIb30BATH HEMEJIEHHO.

IIpuroToBIEHHBIN pacTBOD

Xumudeckas U pusndeckas cTabuiIbHOCTh TOTOBOTO K MPUMEHEHHUIO JICKAPCTBEHHOTO TIpemnapara
C UCIIOJB30BAaHUEM PACTBOPUTENEH, YIIOMSIHYTHIX B pasjaene 6.6 moATBepxkIeHa B TeueHue 24
yacoB npu 25°C.

C MUKpOOHOJIOTHYECKOIM TOUKH 3PEHUsI, €CIIU METOJ BCKPBITHS U pa3Be/eHUSI HE MPEMSITCTBYET
MUKpPOOHOM KOHTaMUHAINH, IEKaPCTBEHHBIN Mpernapar MoAJISKUT HEMEAIECHHOMY PUMEHEHHUIO.
Ecnu nexkapcTBeHHBIN Ipenapar HE BBEAEH HEMEIJIEHHO, XpaHEHHWE FOTOBOTO K IMPUMEHEHUIO
JICKapCTBEHHOTO TIperapara u 00ecreueHre yCIOBHi SIBISIETCS 00S3aHHOCTHIO MOJIE30BATETIS.
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6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH X aHeHm'arl OCNEOOBATENBHOC

HesckpeiTas ammyia

XpaHUTb B XOJOIWIBHUKE IpU Temreparype oT 2 10 8°C, B OpUrMHAJIbHOW yHakoBKe (B Mayke
KapTOHHOM), /U1 3alUThI OT CBETA.

VYcioBus XpaHeHHs JEKapCTBEHHOTO IIpelapara Iocie IPUroTOBIEHHs CM. B paszaene 6.3.

6.5. Xapakrep M coaepkaHue NEPBUYHON YIIAKOBKH

ITo 1 M mpenapara B aMIlyJibl U3 TEMHOI'O CTEKJIa, C KOJIBL[OM H3JI0Ma.

Ha kaxayro amiyily HakJI€UBarOT STHKETKY.

ITo 3, 5 win 10 amnys B KOHTYpHOM SYEMKOBOM ynakoBke U3 noauBuHmwiIxiuopuaa (I1IBX).

ITo 1 xoHTypHOH s4eiKOBOW ymakoBke, coaepxaiued 3, 5, 10 ammyn win no 2 KOHTYpHbIE
A4YEHKOBbIE YNAKOBKH, cojepskauue 10 ammyn, BMecTe € JMCTKOM-BKIJIAJBIIIEM MOMELIAIOT B
[a4Ky KapTOHHYIO.

He Bce pa3MEpPhI YIIAKOBOK MOT'YT OBITE AOCTYIIHBI JIs1 peain3alluu.

6.6. OcoOble  Mepbl  NPEAOCTOPOKHOCTH  NPU  YHUYTOKEHHM  HCIOJIb30BAHHOIO
JIeKAPpCTBEHHOr0  MpenapaTta WJIH  OTXOJA0B, MOJYYeHHBIX TOCJie NPUMeHeHHUs
JIEKApCTBEHHOI0 Npenapara, u Ipyrue MaHUMyJIsIUM C NpernapaToM

[lepen mapeHTEpadbHBIM BBEACHHUEM CIIEAYeT BU3YaJbHO OICHUTh pPACTBOP HA MPEIAMET
W3MEHEHUS [BETa WJIM HAIMYUS MEXaHUICCKUX BKITFOUCHUH.

Oxtpeotus B TeueHue 24 4yacoB coxpaHseT (U3MUECKYI0 U XHMUYECKYI0 CTaOMIBHOCTH B
crepmiibHOM 0,9% pacTBope HaTpus xyopuaa i 5% pacTBope JeKCTpo3bl (Tar0K03bl). O1HaKO,
B CBS3M C TE€M, YTO OKTPEOTHJ MOXKET BIUSATh Ha OOMEH TIJIIOKO3bl, MPEANOUYTUTEILHO
UCTIONB30BaTh Guznonorundeckuit pactrop (0,9% pacTtBope HATpUsI XJIOPHUIA).

[Ipu HeoOXoAMMOCTH B/B BBEIEHHUS OKTPEOTHAA COJEpKUMOEe ammys, coaepkammx 0,5 mr
OKTpeoTHa, cieayet pazsectu B 60 mut 0,9% pactBope HaTpust XJI0OpUIa.

Her oco0bix TpeOoBaHUil K yTUIU3ALUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS
PymbIHns

K.O. Pompapm Kommnanu C.P.JI.

Anpec: yn. Epouniop Nel A, r. Otoniens, 075100, yesn Unbsdos
Tenedon: + 4021 3504640

@axc: +4021 3504641

Anpec anekTpoHHOU nouThl: office@rompharm.ro.

7.1. IlpencraBure b Aep:KaTeis periCTPANMOHHOIO yI0ocTOBepeHusi HA TeppuTopuu Coro3a
[IpereH3un noTpeduTeNel HAMPABIATh 1O AAPECY:

Poccuiickas ®edepayus

000 «Pompapmar

Anpec: 121596, r. MockBa, BH. Tep. I. MyHuIMnanbHbIi okpyr Moxaiickui, yi. I'opOyHoBa, 1.
2, ctp. 3, momer. 23/6

Tenedon/dakc: (495) 787-78-44

Anpec 35eKTpoHHOM mouThl: info@rompharm.ru.
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ot 22.07.2025 N2 18255

(NOCNEQCBATENEHOCTE 0002)

Pecnyonuxa benapyco

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

AHO "HaumoHansHBIH Hay4HBINH HEHTP GapMakoHaazopa"

Anpec: 105005, Poccust, r. Mocksa, yn. baymanckas, 1.6, ctp. 2, atax 9, oduc 923
Tenedon: +7 (495) 799-21-86

Anpec anektporHo ouThl: adversereaction@drugsafety.ru.

Pecnyonuxa Kazaxcman, Keipevisckas Pecnyoauka

[TpencraButensctBo K.O. Pompapm Kommanu C.P.JI.

Anpec: 050013, r. Anmatsl, BynsBap byxap XKeipay, 1. 33, BL «Kenicy, oduc 41
Tenedon: 8 (727) 247-07-85

®axkc: 8 (727) 376-35-88

Anpec 31eKTpOoHHOM mouThl: amangul-62@mail.ru.

Pecnybnuxa Apmenus

K.O. Pompapm Kommanu C.P.JI.

Anpec: 075100, Pymbinus, yesn Unbdos, r. Otonens, yi. Epounop Nel A
Tenedon: + 4021 3504640

@axkc: +4021 3504641

Anpec snekTpoHHOU ouThl: office@rompharm.ro.

8. HOMEP PET'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA NEPBUYHON PETUCTPAIIMU (IIOATBEPXKJIEHUA PETrUCTPAIIUMN,

INEPEPETUCTPAIIN)
JlaTa nepBo perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO0mias xapakTepHUCTHKa JIEKapCTBEHHOTO mpernapata OKTpena ITOCTyNMHA Ha MH(OPMAIMOHHOM

noprtaje EBpa3HﬁCKOFO 9KOHOMHUYECCKOIo COor3a B I/IH(I)OpMaI_II/IOHHO—KOMMYHHKaHHOHHOﬁ CETHU

«MHuTepueT» http://eec.eacunion.org/.
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